Appl. No. 09/742,785 

AMENDMENT - dated December 4, 2008 



Amendments to the Claims 
Listing of Claims 

The following Listing of Claims replaces all prior versions and listings of claims in the 
application. 

1 . (currently amended) A composition comprising: 

(a) a drug in a pharmaceutically acceptable solubility-improved form s e l e ct e d 
Ifem that is a crystalline highly soluble sah form other than the crystalline 
hydrochloride salt a high e n e rgy crystallin e form, and an amorphous form ; 
and 

(b) a concentration-enhancing polymer selected from the group consisting of 
cellulose acetate phthalate. cellulose acetate trimellitate. hydroxypropyl 
methyl cellulose phthalate. and hydroxypropyl methyl cellulose acetate 
succinate combin e d with said solubility improved form in a suffici e nt amount 
so that said composition provid e s, aft e r introduction to a us e e nvironm e nt, a 
maximum conc e ntration of said drug in said us e e nvironm e nt that is at l e ast 

1 .25 fold an equilibrium conc e ntration of s aid drug in said us e e nvironm e nt, 
and a conc e ntration of said drug in s aid us e environm e nt that e xc ee ds said 
e quilibrium conc e ntration for a long e r time than th e conc e ntration of said drug 
in said us e e nvironm e nt provided by a control composition e xc ee d s said 
equilibrium concentration, wh e r e in s aid control composition is fr ee from said 
conc e ntration e nhancing polym e r and compris e s an e quival e nt quantity of 
said drug in said solubility improv e d form, 

wherein 

said compo s ition is not a disp e rsion; 

said drug alone has an aqueous solubility of less than about 1 mg/mL; 
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when said drug is basic, said solubility-improved form has an aqueous solubility 
of at least [2] two-fold the solubility of the more soluble of the crystalline hydrochloride salt and 
the crystalline free base drug form; 

said conc e ntration e nhancing polymer is a cellulosic ionizable polym e r s e l e ct e d 
from th e group consisting of c e llulos e ac e tat e phthalato, m e thyl c e llulos e ac e tat e phthalat e , e tjyl 
cellulos e ac e tat e phthalat e , hydroxypropyl cellulos e acetat e phthalat e , hydroxypropyl m e thyl 
cellulos e ac e tat e phthalat e , hydroxypropyl cellulose acetat e phthatlate succinat e , c e llulos e 
propionat e phthatlat e , hydroxypropyl c e llulose butyrat e phthalat e , hydroxypropyl methyl 
cellulos e phthalat e , hydroxypropyl methyl c e llulos e acetat e succinat e , cellulos e ac e tat e 
trim e llitatc, m e thyl c e llulos e acetat e trim e llitat e , e thyl cellulos e ac e tat e trim e llitat e , 
hydroxypropyl c e llulos e ac e tat e trimellitat e , hydroxypropyl m e thyl c e llulos e ac e tat e trim e llitat e , 
hydroxypropyl c e llulos e ac e tat e trim e llitat e s uccinate, cellulos e propionat e trim e llitat e , c e llulos e 
butyrat e trim e llitate, c e llulos e ac e tat e t e rephthalat e , c e llulose ac e tat e isophthalat e , cellulos e 
ac e tat e pyridin e dicarboxylat e , salicylic acid c e llulose ac e tate, hydroxypropyl sallicylic 
acidc e llulos e ac e tat e , e thylb e nzoic acid c e llulos e ac e tate, hydroxylpropyl e thylb e nzoic 
acidc e llulos e ac e tat e , e thyl phthalic acid e c e llulos e ac e tat e , ethylnicotinic acid cellulos e ac e tat e , 
carboxym e thyl e thyl cellulos e and e thyl picolinic acid c e llulos e ac e tat e; and 

said composition is not a dispersion and said drug and said polymer are combin e d 
present as particles in a simpl e dry physical mixture wh e r e in both th e solubility improv e d form 
and th e polym e r ar e mix e d in particulat e form . 

2. (original) The composition of claim 1 wherein said drug in said solubility- 
improved form is a crystalline highly soluble salt form of said drug. 

3-28 (cancelled) 

29. (original) The composition of claim 1 wherein said drug is selected from 
antihypertensives, antianxiety agents, anticlotting agents, anticonvulsants, blood glucose- 
lowering agents, decongestants, antihistamines, antitussives, antineoplastics, beta blockers, anti- 
inflammatories, antipsychotic agents, cognitive enhancers, cholesterol-reducing agents, 
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antiobesity agents, autoimmune disorder agents, anti-impotence agents, antibacterial and 
antifungal agents, hypnotic agents, anti-Parkinsonism agents, anti-Alzheimer's disease agents, 
antibiotics, anti-depressants, and antiviral agents. 

30-155 (cancelled) 

156. (previously presented) The composition of claim 1, wherein said drug is 

ziprasidone. 

157-163 (cancelled) 

164. (currently amended) A composition comprising: 

(a) a drug in a crystalline highly soluble salt form other than the crystalline 
hydrochloride sah; and 

(b) hydroxypropyl methyl cellulose acetate succinate 

wherein 

said composition is not a dispersion; 

said drug alone has an aqueous solubility less than about 1 mg/mL; 

when said drug is basic, said crystalline highly soluble salt form has an aqueous 
solubility at least [2] two- fold the solubility of the crystalline hydrochloride salt form; and 

said crystalline highly soluble salt form and said hyroxypropylmethyl cellulose 
acetate succinate are combin e d present as particles in a simple dry physical mixture wh e r e in both 
said crystallin e highly solubl e salt form and said hydroxypropyl m e thyl c e llulos e ac e tate 
succinat e ar e mix e d in particulat e form . 

165. (new) The composition of claim 1 or 164 wherein said crystalline highly 
soluble salt form is selected from the group consisting of the bromide, acetate, iodide, mesylate, 
phosphate, maleate, citrate, sulfate, tartrate, and lactate salts. 
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166. (new) The composition of claim 1 or 164 wherein said crystalline highly 
soluble salt form is selected from the group consisting of the sodium, calcium, potassium, zinc, 
magnesium, lithium, aluminum, meglumine, diethanolamine, benzathine, choline, and procaine 
salts. 

167. (new) The composition of claim 1 or 164 wherein said drug alone has an 
aqueous solubility of less than about 0.01 mg/mL. 

168. (new) The composition of claim 1 or 164 wherein said drug and said 
polymer are combined without the use of a solvent. 
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